OFFICES

SADDLE RIVER
TEL: (201) 327-8600
FAX: (201) 327-8225

HIGHLAND PARK
TEL: (732) 846-4230
FAX: (212) 305-3629

LONG BRANCH
TEL: (732) 222-8866
FAX: (732) 870-6432

TEANECK
TEL: (212) 305-1396
FAX: (212) 305-3629

" Robert A. Solomon, M.D., FA.C.S.
Donald O. Quest, M.D., FA.C.S.
Michael B. Sisti, M.D., FA.C.S.
Paul C. McCormick, M.D. FA.C.S.
Jeffrey N. Bruce, M.D., FA.C.S.
Robert R. Goodman, M.D., Ph.D.
Neil A. Feldstein, M.D.

Jonathan H. Lustgarten, M.D.
Charles J. Riedel, M.D.

E. Sander Connolly, M.D.
David Estin, M.D.

P. John Collins
Business Manager
(212) 305-1182

97N LBLS

m NEUROSURGICAL ASSOCIATES OF NEW JERSEY, P.C.
' Columbia-Presbyterian Medical Center

82 E. ALLENDALE ROAD SUITE 2A
THE COMMONS, SADDLE RIVER, NEW J %}95\1@74?

279 THIRD AVENUE S-405
T iy i
00 1oAY BRANCHEHIESSEY 07740
699 TEANECK ROAD
TEANECK, NEW JERSEY 07666

85 RARITAN AVENUE
HIGHLAND PARK, NEW JERSEY 08904

.| December 2, 1999

Food and Drug Administration

Document Management Branch (HFA-305)
5630 Fishers Lane-Room 1061

Rockville, MD 20832

RE: DOCKET #97N-4848S
To Whom It May Concern:

Please note that as a practicing neurosurgeon I am opposed to the FDA
proposal to regulate allograft tissue as a medical device. Allograft has a
longstanding and time-honored history and is critical for what we do in
neurosurgical spine surgery. Regulation as a device seems superfluous and
might interrupt the supply of allograft material, compromising patient care. I
appreciate your consideration.

Sincerely,

Ll

nathan H. Lustgarten, M.D.
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